United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMER< 
United States Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
www.uspto.gov 



ATTORNEY DOCKET NO. I CONFIRMATION NO. 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



09/819,144 



03/27/2001 



Richard M. Terek 



21 486-02 IDIV 



3262 



30623 7590 05/16/2006 

MINTZ, levin, COHN, FERRIS, GLOVSKY 

AND POPEO, P.C. 

ONE FINANCIAL CENTER 

BOSTON, MA 02111 



EXAMINER 



SANG, HONG 



ART UNIT 



PAPER NUMBER 



1543 



DATE MAILED: 05/16/2006 



Please find below and/or attached an Office conununication concerning this application or proceeding. 



PTO-90C (Rev. 10/03) 



Office Action Summary 


Application No. 

09/819,144 


Applicant(s) 

TEREK. RICHARD M. 


Examiner 

Hong Sang 


Art Unit 
1643 





The MAILING DATE of this communication appears on the cover sheet with the correspondence address 



Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH{S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply Is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

Responsive to communication(s) filed on 14 April 2006 . 
2a)^ This action is FINAL. 2b)n This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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Application Papers 
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10) D The drawing(s) filed on is/are: a)D accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) Is objected to. See 37 CFR 1.121(d). 

11) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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Attach ment(s) 

1) [D Notice of References Cited (PTO-892) 

2) n Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) n Infomiation Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date . 



4) □ Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) □ Notice of Infonnal Patent Application (PTO-152) 

6) □ Other: . 



U.S. Patent and Tractemark Office 

PTOL-326 (Rev. 7-05) 



Office Action Summary 



Part of Paper No./Mail Date 04282006 



Application/Control Number: 09/819,144 Page 2 

Art Unit: 1643 

DETAILED ACTION 

RE: Terek 

1. Applicant's response filed on 4/14/2006 is acknowledged. Claims 7-10 and 21- 
23 are pending. Claims 7, 9 and 10 are amended. New Claims 21-23 are added. 

2. Claims 7-10 and 21-23 are under examination. 

3. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Objections Withdrawn 

4. The objection of the specification as failing to update the first line of the 
specification is withdrawn in view of applicant's amendment to the specification. 

Rejections Witlidrawn 

5. The rejections of claims 7-10 under 35 U.S.C. 1 12, second paragraph, as vague 
and indefinite for reciting the term "CSA" in claim 7 and "CSA-1" in claim 8 as the sole 
means of identifying the claimed molecules is withdrawn in view of applicant's 
amendment to the claims by including SEQ ID NO. 

6. The rejection of claim 7 under 35 U.S.C. 102(e) as being anticipated by Draetta 
et al. (US Patent NO. 5,744,343, published on 4/28/1998, effective filing date 9/13/1994) 
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as evidenced by Nawa et al. (Int. J. Cancer, 1996, 69(2): 86-91) and Dobashi et al. 
(Diag. Mol. Path, 1993, 2(4): 257-63, IDS) is withdrawn in view of applicant's 
amendment to the claim by including SEQ ID NO. 

7. The rejection of claim 1 under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement is withdrawn in view of applicants' amendment 
to claim 1 . 

Response to Arguments 

8. The rejection of claims 9-10, and now amended claim 7 and new claims 21-23 
under 35 U.S.C. 112, first paragraph, as failing to comply with the enablement 
requirement because the claim(s) contains subject matter which was not described in 
the specification in such a way as to enable one skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and/or use the invention is maintained. 

The response states that the claims have been amended to recite an isolated 
CSA polypeptide comprising SEQ ID N0.2, or comprising an amino acid sequence that 
is at least 90% identical to the amino acid sequence of SEQ ID N0.2, wherein the 
polypeptide is differentially expressed in chondrosarcoma cells as compared to normal 
cartilage cells. The response states that a person of ordinary skill of the art, with the 
specification in hand and given the state of the art at the time of filing, could make and 
use the claimed CSA polypeptides without experimentation. Moreover, the response 
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states that the specification describes these CSA polypeptides in such a way as to 
enable one of ordinary skill in the art to make and use such molecules. 

Applicant's arguments have been carefully considered but are not found 
persuasive. The amendment to the claims cannot overcome the rejection. The claims 
are not enabled because the specification fails to show that any CSA polypeptides, 
including SEQ ID NO. 2, are in fact differentially overexpressed in chondrosarcoma cells 
as compared to normal cartilage cells. As indicated in the previous office action mailed 
on 1/18/2006, those of skill in the art, recognize that expression of mRNA, specific for a 
tissue type, does not necessarily correlate nor predict equivalent levels of polypeptide 
expression. While the specification teaches how to make the CSA polypeptides, since 
there is no data indicating that any CSA polypeptides, including SEQ ID NO. 2, are 
differentially expressed in chondrosarcoma and normal cells, one skilled in the art would 
not know how to use the claimed CSA polypeptides. Furthermore, the claims 
encompass fragments and homologues that are at least 90% identical to SEQ ID N0.2. 
One skilled in the art would recognize that not all these protein fragments and 
homologues have the same functions as SEQ ID NO. 2. The instant specification does 
not teach that these polypeptides have the same functions as SEQ ID No. 2. Because 
of these reasons, the rejection is still proper and therefore maintained. 

9. The rejection of claims 9, 10 and now new claim 23 under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement is maintained. 



Application/Control Number: 09/819,144 Page 5 

Art Unit: 1643 

The amendment to the claims has been described above (see paragraph 8). The 
response states that independent claim 9, as amended, recites an isolated CSA 
polypeptide that contains an amino acid sequence that is at least 90% identical to SEQ 
ID NO. 2, wherein the polypeptide is differentially expressed in chondrosarcoma cells as 
compared to normal cartilage cells. The response states that the claimed polypeptides 
are fully described in the originally filed specification. 

Applicant's arguments have been carefully considered but are not found 
persuasive. The amendment to claims 9 and 10 cannot overcome the instant rejection. 
The instant claims 9, 10 and 23 encompass a genus of polypeptides, wherein the 
polypeptides contain an amino acid sequence that is at least 90% identical to SEQ ID 
N0.2, and are differentially expressed in chondrosarcoma cells as compared to normal 
cartilage cells. Moreover, the instant claims also encompass fragments of SEQ ID 
N0.2. However, the written description in this case only sets forth one CSA 
polypeptide, i.e. SEQ ID NO. 2, therefore the written description is not commensurate in 
scope with the claims which read on any and all polypeptides that are 90% identical to 
SEQ ID N0.2 and are differentially expressed in chondrosarcoma and normal cells. 
Applicant does not appear to have reduced to practice any CSA polypeptides, any 
fragments or homologues of SEQ ID N0.2 except SEQ ID N0.2. Neither has applicant 
provided sufficient descriptive information such as definitive structural or functional 
features that are common to the genus of the claimed CSA polypeptides, and to the 
genus of the fragments and homologues of SEQ ID NO. 2. Because the genus of 
polypeptides encompassed by the claims is extensive and the artisan would not be able 
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to recognize that applicant was in possession of the invention as now claimed. As 
such, the rejection is still deemed proper, and therefore is maintained. 

Conclusion 

10. No claims are allowed 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Hong Sang whose telephone number is (571) 272 8145. 
The examiner can normally be reached on 8:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry R. Helms can be reached on (571) 272-0832. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Hong Sang 
Art Unit 1643 
Apr. 28, 2006 




